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Rc Nutritional Support SmemencNotification .

Dear Mq hhyhdk

TM acknowledgesreceiptOrlFebruary 7, 1995, of your letter. dated FehwY 3, 1995,
noti@ii the Food andDrug~ ‘on@DA) that ycw SI_ _ ~~
supplementproduct is beingmarketed with a statementof nutritional Suppm on its label
or in its labeling.

.

&rsuanfto&ion 403(r)(6)of the Fe&ml Fo@ Drug, and ~C AX (t!Ic @, a
mfi-mwm@~A no b&@30&ys fitititixofa .
diauy supp?mxmtproductthat bears a nutritionalsupport statementon its label or in its
IaWng. FurmanttotheacG aman~oftiap*amMtive subtwiation
that fhenutritional suPPortsQ@== istidmttiIm@3. Inadditiomche
llU&itiOd suppOrCstatement must idudc, @IIiIEdy disfhyt!d ad in bold f&X~
the followhqy Thisstatementhas nOtbctimtibyti*d Mg
Admumtra

-. tiorL 3his productis not intendedto diagnose, treaq cum, or prwenf any
d~. “

Noa&tionoathepartof FDAfs_Woma~ canrnali@aa~
wpl-p-_amtioti qpfi*@m*Wwtiti_O
Wc@W*ti_Mo@on_on*Wofati~ ~
suppkqcnt in co@xnctionwith such swemen% FDA does.not appqwc @XL. ~
le@srservesonly to acknowledgethe nxeipt ~y FDA of your notification.

~ ~ ~;’~c$z
b“~”

/
- l@g&et C. Binzer .

Ctmsurner Safkty O fik
R&uIatory Branch

.,v. Divisi& of Programs .
and Enforcement Policy

Office of Special Nutrifio* ~ _
~enler for~~safev,, ... - ; .... . .. .. ~~, .“-::

and Applied Nutrition
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kven IL Sumsioli

May 4, 1!395. . . ..“qeil@- . . ..~
Namwfc
10 “MounrainSpringsPa&v@
Sprhgville, U&h S4663

.-“. -.
.

&x Nilf@ionaIsupportStafenlentWtiiication
.

Dear Mr. Su&iom”

l’his acknowledgesreceipt on A@ 2S, 1995of your ktter, dateJApriI 21.1995,
notiijhgcf@oodand@~ “on(IDA) that your dietary supplement .
I?*% _ Wwti QpSuks, is Ix&g madcetedwith a statementof nutritio~
support on is label or in its labeling. .

hrsuant tos&tion403(rj(@ of the FederalFoe@Dreg, and CbsrneticAct (theact), a
~mustnotiQ~Awk*3&,*bti~ofa
dietq suppkmentproduct that km a nutritionalSuppoltStatem@onits labclahti
q. ~ to the a% a manul%ctumrof ‘sucha product must have substandada
OatdlcnuditionaI support -ak.-dtiti&j& rnadditiq the
mmkiorlidsupportStatem@must kkde, p~y di@@yedand m bold ficc ~,
tk foIlowin/y “This~ basnotbccnevdpuM bytic Fwd Dx

● .Mmmlstdo& IhiSpmdUc&iSnotirladedtO-, -LcJMqor PreWnrany
disease.”

i ..

Noactionon @qwtof~Ais_Homa~ Canmadcctadietary
qpl-p--a-d-d-mmti~atib-. -
_titi*ti_tiofionWon ti=ofa&*
WP@XHCm conjunctionwith such statements,FDA does not approve therm .This
letterseryesOIiy fOacknowk@@c receipt by FDA of your JIOtificafiOIL .

,.

.

“ ~Jj?J’Tp$
“ ..

C. Binzer<’
/’ Co&umer M&y Offi r

Regukory Branch
Division of Pregrams.
and 13.fomemem Policy

0EC2ofspecialNutitiQals_
~ntirfor Food- safdy - -..: - .. . .. . .
~d AIIP~i& Nutrition - -”

..-A(K3

(-9 1-4[//7 .
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Steven R alsion .. ... .

N.ture’s Way Pnxlu@, ~
.

10 Mountain @ings Pa&way .--.
SpringviHe,Utah 84663 ‘1 “.

.
* .Nutri.tionalSuppmt Statement Notification “

Dear Mr. Sumsiorc
.

?his aclmowkdgesreceipton Max&21, 1995, of your ktter, datd March 1S, 1995,
noti&g the Food q.d Drug Admhismw“on(FDA) that YOU CEdMXIY PO- -es
di@3ry supplement productisbeingmafketedwitha statement of nutritionalsupporton
its label or in $ labeling.
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Noactiononthe~of~A&_Wo~a~ Glnlnalketidietaly .
Supplementpmdulctbearinga nu@onal $%PIW_~a*fabeIdnitskbeIi ng.
~etixxtimtioanmoati-ofa~q.
Suppklnetlfiric@uJctioIl with siEh S&wmen@,FDA does not approve tlzca ~
kdtx serv~.onfj to &knowkdge the reoeiptby 7A of your notification
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. ~Z;;:<f/- .

./$g?litxc.M.nzer
fqsiuner Safdy Offi. r

Re@~ry Branch “ -.
. Divtilon of Prqgams

and Enforcement Poli&y
officeof special lW.ItI-i&k)* - .:;.” .”.:.;:: -“’-:-?:-::;’::...,:
Center for Food Safq--’- ““” ‘“ ~ “ ‘--

and Applied Nutrition
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i<pril21.1995
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Jhor R-ate!fi,PM).
-. .

%
officeof specialNltricionak

-Centerfor Food SafeCyandAppliedNutdtion
Food and Drug Administration
200 “c”St.S.?v.(HFS-450)
Washingto~D.C. 20204 .

.
DearDr. Fr&Ui:

. .
. .

Pursuantto Section 6 of theDietarySupplementHeahhandEducationAct of 1994,Natum”s
Way Products,Inc.-wishesto no@ theFoodandIhug Admiiismtion thatit haswith tie past
30 da>~,eomniencex!marketinga diewy suppkmcnt which ‘bearsa statement of nulrkional
!Jq)pom .

.

The dietay supp~-t for ivhlehfhe scwnent- is made is mmbeiiy powder qxuks.‘.
. statementof num=tiona!supp@ readsas follows: ..

“QQ&q ~~~ ~;. .
. .

. mamtaina healthyurinary tract Cm&&.* tips
m“atain a bedby Win&ymet by keepinghamdid E cvli baaeda’fkum sticking
[0 the Utik of the bladder.a. -.

~

G

.

This szatementisacconqxmi~ by the mqu”hcddiiier I&MI is prominentlydkplayedin -
bald-facedtype. 4

.

.~ XefU Of &@kJ~ S&WI & W ‘OtI data XSWfI nhdcrs these s&cmcnts .
s@stamiakd, tmthfil and non-m”~dyjlng. “ .

i,
- Sinielay,.. . .

..

Steven R. Sumsion.
.- Gened Counsel.’ ..-

Ire ..
-- . .. ....... -”” .. .. ...... ... .. .... .

* G-G3I.Zd(< .<,.
- -: .-. . . . . ..

q7s-o/Gz
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Pi&& Mooney ~ 184 +39s
S@pmXdion J3iEmmsion I&em.& lnc-
2565 Thillistreet . 4“
San FEL&isCo,Caworxda94107

.

.
Rx IwxtlMonalSuppolt StatemenrNotd%afion

.-. .
-.

Dear Mr. Mooney:
.

This xknowkdges receipton March 10, 1995,of yourletter,datedMamh2, 1995,
IlotifyingtheRo’dalld JhgAdmhimm ‘on @DA) thatyour Opti-Packsdietary
suppkm~ a muki+tamin/muItiaineral daily d.ietq suppkm6nt in pack% is being
~tia_tiof_oti qptionb Worrnh_. .-

Pumuanttosec&m403@j(6)ofthcFcdemlFoo&D xug,. ti~ “ Act(thcact), a. “
___m@~AmXtiW&ys~titi~ofa
dietq suppkmeht productthat beam a nutdiord support sWemenf
-. ?lUWUlttOtllC~ amadWXuw

onitslabclorrnti
. ofsuchapmdmx nmstbavc “mbstmMion “

tbatthcnt@tio~-support ~~*-@m*_. Inadditio& the
nmritionafsupport statcm@ must inclu& pmrdnc@y@sphyed andh bold face ~;
dlc folIovdll&“This@&mellthasqotbcencvahtcd bythcl+)odandl)mg. .
Admuus@oxL mSpnJ@ctisnothen&dto diagnose,aeat?am,orprwmany
disease.” .

Notion mti~of~A&_ Homa~_m_a@~
qlancntproductbauiriga nutritionalsqpm statemmOnitslabcl orinifskwing.
while thcaotmquimsthatetitionwonti ~dam
mpplcmenqrlCoqjuncthQ@hsuchsmemcrq FDA does mxappmve them This .

. Ie@r serves only to acknowledgethe mccipt by FDA of your notifioatk .;#
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/v fC. Binze
nsumer Safkly flker

~ Regulato~Bra&h ~
Division of Pqxam.s
and Enforcement Policy
officeof sp&irdNutitionaIs
Cenfer for Food Safety
and Applied I’Writiorl _ _
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“ Apd 5, 1995 . -.. .

~ce @@ecff[N~onafs (HFs-&o)
Centw for Food Safe&.ad
Appried Iwdlffion

Food & Omg Admini~don
200 c. street S.w.
Washington, DC 20204 - .

SECTION403(r)(6) NOTIFICATION

.

fkar’ SirOr Ma&~ . . . .

.
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.mthe fo[lOw~gp~uqsj: ● . .

* your ge@ .PmMtim~

.

Vegf truly yam,

LEU4ERHEALTH PRODUCTS

4,. ... .e-

5iMlmg S?l~C~ ~’. -.-......
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Oft& of Spedaf”Ntionafs(Hi&O)
.&ntwfixJ=ood Satf&Vand
Appkd WI-moo -

Food.&(Xug/khhIi@&/ofl “
200 C. StreetS.W.
Washlngfon, DC 20204

-.- SECTION 4@3@~6) NOTIFICATION

.
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.In atii.dmm withthe requirm~ of sedon 403(r)(6) of fhe Fed- Food,
m, m~ QJsmeflcA@ LEMERHEALTHPRODUCTSnotifies FDAthaf&has “
@gUn Udhg the fo[{ovvhgdakmen~. . .
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Very tnfly yo’uf-s, .

I-EM4fR HEALTH PRODUCTS..

. . . . . ....-. -*
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. .. . ...


